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Attached please find the 8-page Agenda for Interview scheduled July 30, 2009 at 3:30 p.m. in 
connection with the following application: 



In re Application: 

Inventor: Michael R. Hufford, et al. 

Application No.: 09/825,533 

Filed: April 2, 2001 



Title: 



SYSTEM FOR CLINICAL TRIAL 
SUBJECT COMPLIANCE 



Confirmation No.: 9781 

Examiner: Martin A. Gottschalk 

Group Art Unit: 3696 

Customer No. 21971 
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Application No. 09/825,533 

PATENT 

Attorney Docket No. 31886-705.201 
TNTHB UNITED STA TES PATENT A ND TRADEMARK OFFICE 
in re Application: 

Inventor: Michael R. IMTord, et ai 

Application No.: 09/825,533 

Filed: April 2, 2001 

Title: SYSTEM FOR CLINICAL TRIAL 
SUBJECT COMPLIANCE 



IX) NOT ENTE R 

Tins commimicatioti outlines the agenda fcauhe mten tew scheduled with Martin A. 
Gottsc'hal'k at 3:30 on July 30 v 2009. Applicant's representatives attending the interview will be 
T i>m*> D Licro and h'sltur Kepplinger. 

Agenda: discuss the claims fd^d oil .Inly .2. 2009 i n view of the prior rejections and the IDS 
submission of June 22, 2009. 



Confirmation No.: 9781 

Examiner: Martin A. Gottschalk 

Group Art Unit: 3690 

Customer No. 21971 
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Application No. 09/825,533 
CLAIMS: 

Claims 1-3 (Cancelled) 

4. (Currently Amended) A method of determining preferred targets for subject compliance 
during a 'current clinical trial, comprising the steps of: 

providing at least one of the group of historical subject compliance data and historical 
protocol data horn a previous cluneal trial; asid 

generating at least one preterred compliance threshold tor the. use duongtbe current 
June il tnal b\ qu mtit tti^ e aiulws oi at least oik ol the moup ot {he 'nstoncal stibied 
compliance data and the historical t>rotocol data irom the previous clinical tnah^nd 
obtaining subject coraphanc e info rmation d uring t he c urrent clioicatoal com pnsro g using a 
portab le electro nic device capabl e ot displaying info rmation and receivin g and storing input from a 
usct to obt ain said s ubject compliance mi onrHtion and 

com paring the su bject com pliance information t o the at least one p reterred -compliance 

thresh old to dete rmi ne if action is needed, 

5. (Canceled) 

6. (Currently Amended) 1 he method of determining preferred targets for subject compliance 
of claim £ 4, further comprising the step ofpwmptmg action if the step of comparing: indicates thai 
action is needed. 

7. (Canceled) „.r 

8. (Current.lv Amended) A method of monitoring subject compliance during a current clinical 
trial, comprising the steps ol: 

providing historical subieci compliance data rrom a previous clinical trial: 

generating at least one algorithm reflective of the historical subject compliance data, by 
quantttati ve^analysis ol the historical subject compliance data; 

translating the at least one algorithm mto at. least one decision rule for analyzing subject 
compliance i n formation; 

obtaining the subject compliance information during the current clinical trial, comprising 
using a p ortable electroni c device capable of displaying information an d receiving and storing 
input from a user to obtain said subjec t compliance info rmation; 

2 
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Application No. 09/825,533 

comparing the subject compliance information to the at least one decision rule to determine 
if corrective action is needed; and 

prompting corrective action i f the step, of comparing indicates that corrective action is 

needed. 

0. (Original) The method of predicting subject noncompliance of claim 8, wherein said step of 
pun iduu include prm idii e histoi it d p'ototol da'a Htd ^ herein said xtcn ot Lena alm^ includes 
quantitative analysis of the historical protocol data. ■ 

10. (Original) I he method of determining suoject compliance ot claim 9, wherein ffee step of 
providing emplovs at least one database containing the historical protocol, data* 

11. f Canceled) 

1 2. (Ontrmal) The method ol determining subject compliance o.t claim 8, where m the step of 
generating employs at least: one ot the group ot multiple haeaMegression, discriminant function 
analysis, logistic regression, neural networks, classification trees and regression tivw. 

13. (Original) I he method oi determining subject compliance -ot claim 8, wherein the step of 
pio\ iding eusplo\s n lc ist one dat ib iv. (.ontunmg the hixloncal ubjtct Lompli mce data 

14. ( Currently Amended ) A method oi detennmmg sitbiect compliance during a current 
clinical tnai: comprising the steps ot:.... 

p'-OMdii i. his oncd subject compliant, data and ! istoiKai piotocol dsn Itom a pievious 
clinical trial: w 

generating a spectrum of compliance representati ve oi the historical subject compliance 
data not compliant with the historical protocol data bv Quantitative analvsis ol the mstoncal subject 
compliance data and the historical protocol data; 

obtaining subject compliance information dunng the current clinical trial, comprising using 
a portable electronic dev ice capable ot displaying mfon nation and receivin g and staring input from 
a jjs-ei to opumi said Hibjan compliance information, 

^comparing the spectrum ot compliance to the subject compliance information to determine 
if corrective action i s needed; and 

prompting corrective action if the step of comparing indicates that corrective action is 

needed. 

15. (Canceled) 
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Application No. 09/825,533. 

1 6. (Currently Amended) A method of predicting subject noncompliance during a current 
clinical trial, comprising the steps of: 

providing historical subject compliance data from a previous clinical trial; 

generating at least one predictive algorithm for predicting subject noncompliance by 
quantitative- analysis of the historical subject compliance data; 

translating the at least one predictive algorithm, into at least one predi ction rule tor use 
d urin g the c uxrent clinical tri al ; 

obtaining subject compliance information during the current clinical tna fecompnsm £ u sing 
a portable elect roni c device ca pable of displaying; mformation.and re ceiving an d storing inp ut from 
a User to obtai n said subject com plianc e information; 

comparing the subject compliance information to the at least sine prediction rule to 
determine it action is needed; and 

prompting action if the step of comparing mdicates^taat action is needed. 

17. (Original) The method of predicting-snbject noncompliance of claim 16, wherein said step 
of providing includes providing historical protocol data and wherein, said step ot generating 
includes quantitative analysis of the historieafeprotocol data. 

18. (Original) T he method of determining subject noncompliance of claim 1 7, wherein the step 
of providing employs at least one databasecontaintng the historical protocol data, 

19. (Canceled) 

20. (Original) The method orpredictmg subject noncompliance or claim 16, further comprising 
the step ot creating an evaluabihty database adapted to store data related to sublet compliance. 

21 . (Previously Presented) The method oi predicting subject noncompliance ol claim 20. 
further comprising the step oi providing access to the evaluamhtv database to a sponsor to allow 
the sponsor t*>,tnake a determination regarding a subfect based on data from the evaluabihty 
database. w 

22. (Previously Presented) The method of predicting subject noncompliance of claim 2.0, 
wherein the evaluabiliiy database is tailored to a condition affecting the subject. 

23 . (Original) The method of determining subject noncompliance of claim 1 6, wherein the step 
of providing employs at least one database containing the historical subject compliance data. 
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Application No, 09/825,533 

24. (Currently Amended) A method of enhancing subject compliance during a current clinical 
trial, comprising the steps of: 

providing historical subject compliance data from a previous clinical trial; 

generating at least one algorithm by quanti tative analysts of the historical subject 
compliance data; .^a, 

translating -the at least one algorithm into at least one decision rule foi using during the 
current clinical trial; ^k.-- 

obtaining sub|ect compliance information; and t 

comparing the subject compliance information to the at least one decision rule on a 
portab le electronic device or a computer to determine if affirmative aetiomis warranted. 
25 (Ommud) The method oi pttdieting subject uoiu omphanec ot cham 24, wherein said step 
of providing includes providing historical protocol, data, and wherein said step of generating 
includes quantitative analvsis of the historical protocol data. ?/ 

26. (Original) The method of enhancing aubiect compliance of claim 24, further comprising the 
step ofpiompttmj action if the step of compatmg indicates that affu man \e action is warranted. 

27 . ( Original ) The method ol enhancing subject compliance of claim 24, wherein the 
affirmative action includes reducing a number of occurrences of the step of obtaining subject 
compliance information. % 

28 . (Original ) 1 he method of enhancing subject compliance of claim 24. wherein the 
affirmative action mcludeSiincreasmg a number of occurrences of the step of obtaining subject 
compliance information. 

29. (Original) f he method of enhancing subject compliance of claim 24, wherein the 
athrmauve action, rncl tides givmg a reward. 

30. (Original) The method of enhancing subject compliance of claim 24, wherein the step of 
obtaining includes die use of a poi table eltxttonie de\u.e capable of display mg information and 
receiving and storing input from a user, 

Claims 3 1-47 (Cancelled) 

48. (Currently Amended) A com p uter readabl e medium suitable for use in an electronic device 
and having instructions recorded t hereon for execution on the electronic device, the instructions 
comprising the steps of; 
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Application No. 09/825,533 

providing at least: one of the group of historical subject compliance data and historical 
protocol data from a previous clinical trial; and 

generating at least one preferred compliance threshold for the use during a current, clinical 
trial by quantitative analysis of at least one of the group of the historical subject compli ance data 
and the historical protocol data from a previous clinical trial. 

49. (Currently Amended) A comp uter readable medium suitable for use in an electronic device 
and having instructions recorded thereon tor execution on the electronic device, the instructions 
eompnsme the steps of: s 

providing historical subject compliance data from a previous clinical inal; - 
generating at least one. algorithm reflective or the historical ..subject compliance data by 
quantitative analysis of the historical subject compliance data; 

translating the at least one algorithm into at least one decision rule for analyzum; subject 
compliance information during a current clinical trial;,.: ^ 

obtaining the subject compliance information during the current cluneal irud; 

comparing the subject compliance information to the at least one decision rule to determine 
if corrective action is needed: ana 

prompting corrective action it tne step of comparing indicates that corrective action is 

.needed. 

50. (Currently Amended) A com put er rea dable medium suitable for use in an electronic device 
and havmg instructions recorded thereon for execution, on the electronic device, the instructions 
comprising the steps- of:. 

providing historical subject compliance data and historical protocol data from a previous 
clinical trial; 

generating a spectrum of compliance representative of the historical subject compliance 
data nos <. omphant w il it the historical protocol data by quantitative analysis of the historical subject 
compliance ciata and the historical protocol data; 

obtaining subject compliance information during a current clinical trial; 

comparing the spectrum of compliance to the subject compliance information to determine 
if corrective action is needed; and 
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Application No. 09/825,533 

prompting corrective action i f the step of comparing indicates that corrective action is 

needed. 

5 1 . (Currently Amended) A computer re ada bl e medium suitable for use m an electronic device 
and having instructions recorded t her eon for execution, on the electronic device, the instructions 
comprising the steps of:- 

providing historical subject compliance data from a pre\ious clinical trial, 

generating at least one predictive algorithm for predicting huhjcci noncompliance by 
quantitative analysis of the historical subject compliance data; c 

translating the at least one predictive algorithm into at least one prediction rule foi use 
during a current clinical trial; 

obtaining subject compliance information during the current clinical trial; 

comparing the subject compliance iniormafion to die at least one prediction rule to 
determine it action is needed; and 

prompting action it the step o! comparing indicates that action is needed. 

it uj tenth Vmcnued j \ loiuout.r t c ap able medium ^iii^blc lot asc m an JecUomc do tec 
and having instructions recor ded thereon for execution on the electronic device, the instructions 
comprising the steps of: 

providing historical subjectscompitan.ee data from a previous clinical trial; 

generating at least one algorithm-by quantitative analysis, of the historical subject 
compliance data; 

translating the at least one algorithm into at least one decision rule for use during a current 
clinical trial; 

obtammg^abjeet compliance information during the current: clinical trial; and 
comparing .the subject compliance information to the at least one decision rule to determine 
H' affirmative action is warranted. 

53 (Cancelled) 
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Application No, 09/825,53; 



Claims 4, 6, 8, 14, 16, 24, and 48-52 are currently amended. Claims 5. 7. 1 S , 15 and 19 are 
canceled. Claims 4, 6, 8-10, 12-14, 1648, 20-30, and 48-52 are currently pending. 
Reconsideration of the application in view of the current claims is respecttidh requested and 
further in view of the following Remarks. 

A mendments to the Claims 

The amendments to the claims are supported throughout the original specification as filed 
and introduce no new matter. For example: 

Claims 4 and 6: Original claims 5 and 7, paragraph 39. f 
Claim 8, 14 and 16: Original claim 11, 15 and 19. paragraph 39. 
Claim 24: Paragraph 63. =&, 
Claims 48 52: Paragraph 84. 
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